OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

Banbcakop H/I 160, 160 mr + 25 Mr, TabieTKH, MOKPHITHIEC INIEHOYHOW 000JI0YKOM

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB
JlelicTByoIIME BEMIECTBA: BAJICAPTAH + TUAPOXIOPOTHABU/IL.
Kaxxnas tabnerka comepxut 160 Mr BajicapTaHa u 25 MT THIPOXJIOPOTHABU/IA.
BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: JJakTo3bl MoHOrHapat — 34,25 mr (cM. pasaen 4.4.).

[TonHbIN IEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
OBasbHBIC, TBOSKOBBITYKIIBIC TAOJIETKH, IIOKPBITHIC TUICHOYHONH 000JI0YKOH CBETIIO-KOPUIHEBOTO
L[BETA.

By Ha nznome: Oenas mepoxoBarasg Macca € IUIEHOYHOM 000JIOUKOI CBCTJIO-KOPHUYHCBOI'O IBCTA.

4. KIIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Tpenapat Banscakop HJ{ 160 noka3an k MpUMEHEHHIO Yy B3POCIIBIX.
ApTtepuanbHas runepTeH3us (ManueHTam, KOTOPhIM [TOKa3aHa KOMOMHUPOBaHHAs! TepaIusl).
4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

Pexomenayemas cytouHas no3a — 1 tabnerka npenapara Banscakop HJI 160.

Ho3a npemapara Banscakop HJI 160 mogbupaercs mocie paHee MpoBEIEHHOTO TUTPOBAHUS /103
OTJIENIbHBIX KOMIIOHEHTOB Ipenapara. [Ipu HeqocTaTOYHOCTH aHTUTHIIEPTEH3UBHOrO 3(dekra
BO3MOYKHO YBEJIMUYEHHE J03bI Mpernapara (He paHee, yeM yepe3 4—6 He/ienb) MyTeM TUTPOBaHUS
7103 10 MAaKCUMaJIbHON CYyTOYHOM J103bl B IiepecyeTe Ha BajicapTaH 320 MI' U JO MaKCHUMaJIbHOU
CYTOYHOM J103BI 1O THIPOXJIOPOTHA3ULY 25 MT.

MakcuMaabHOE CHIDKEHHE YPOBHS apTepuanbHOro maieHus (AJ]) oObldHO gocTHTaeTcss B
TeueHue 2—4 Helenb Tepaluu, HO y HEKOTOPHIX IMAlMeHTOB — B TeueHHe 4—8 Henenb, 4To
HEO0XOIMMO yUUTHIBATh NIPH TUTPOBAHUU J03BI.

Oco0nIe I'pyHOIibl TAaMEHTOB

Ilayuenmul ¢ Hapywenuem ynKyuu novex



[TaruenTtam ¢ HapylieHneM (QyHKIMU MOYEK JIETKON WM CPeIHEH CTENeHU TSKECTH (KIUpPEHC
kpearununa (KK) > 30 mur/mun (0,5 mur/cex)) koppekiuu 10361 ipenapara Banscakop HJI 160 He
Tpedyerca. Ilpumenenune npenapara Banbscakop HJl 160 mpoTuBomokazaHo y MalMEHTOB C
aHypuer wim HapyeHueMm QyHkiuu nmovek sokenon crenenu (KK menee 30 mur/mMuH) B CBsI3U ©
HaAJIMYMEM B COCTaBe I'MIpOXaopoThasuaa (cM. pasaenst 4.3.,4.4.,5.2.).
THayuenmoi ¢ HapywieHuem QYHKYUU neveHu
MaxkcumanbHO pPEKOMEHIOBaHHasi CyTOYHasl J03a BajcapTaHa y MAIMEHTOB C HapylIeHHEM
byHKIMH TiedeHu Jierkoi (5—6 6amnoB mo mkane Yaina-ITeto) unu cpenneit (7-9 6amioB mo
mkane Yaina-I1pr0) crenenn Tsokect O0e3 siBIeHUH XojecTta3a coctaBisieT 80 mr. [Ipumenenue
npenapata Banscakop H/] 160 npoTrBonokasano y manueHTOB ¢ HApYHICHHEM (PYHKIIUH ITeYCHU
TSDKEJIOW CTeNeHH, OWJIMAapHBIM IIUPPO30M WIJIM XOJIECTa30M B CBSI3M C HAJHMYUEM B COCTaBE
rugpoxiaoporuasuaa (cm. pasaensi 4.3., 4.4.,5.2.).
Tayuenmsi noscunozo eospacma
VY manueHToB MOXHUIOTO BO3PACTa KOPPEKIUS 1035l HE TpeOyeTcsl.

eTH
bezonacHocTth U 3¢ (hEeKTUBHOCTh MPUMEHEHHUs Ipemnapara y JeTeil B Bo3pacTe A0 18 et He
YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Criocob nnpuMeHeHus

BHyTpb, OTMH pa3 B CyTKH, €KEIHEBHO, HE3aBHCUMO OT BPEMEHHU Npuema MHIH. TableTKy
CJIeZlyeT MPOIJIaThIBaTh LIEJTMKOM, 3aIIMBasi CTAKAHOM BO/IBL.
4.3. IlpoTuBONOKA3aHUSA
e [ WmepuyBCTBUTENBHOCTH K BaJCapTaHy, THAPOXIOPOTHAZHUIY H K IPYTUM MPOU3BOIHBIM
cynbhoHaMuna u (Win) K TOOOMY M3 BCIOMOTaTENbHBIX BELIECTB, MEPEYUCICHHBIX B
paznene 6.1.
e Hapymenus @pynkunu neueHu Tsxenoi crenenu (oonee 9 6anos no mkane Yaina-I1s10),
OmyIMapHbIi IUPPO3 U XOJIECTa3.
e Amnypus.
e Hapymenus ¢pynkiun nouek tsokenon crenenu (KK menee 30 mu/mun).
e PedpaxrepHble THITOKAIMEMHS, THTIOHATPHUEMUS, THTIEPKATBIIHEMHUS 1 CAMITTOMATHIEeCKAast
TUIIEPYPUKEMHUSL.
e OpaHOBpeMEHHOE TPUMEHEHHE C AQUCKUPEHOM U IIperapaTtaMi, COJSPKAIUMH
QIMCKUPEH, y TIAIIMEHTOB C CaXapHbIM THA0ETOM U (MJIH) C YMEPEHHBIMH HITH TSDKEITBIMH
HapymeHusMH (QYHKIHH ToYeK (CKOpocTh KiyboukoBoil dumbrparuun (CK®D) menee

60 mu/mun/1,73 M? IIOmMAAN TTIOBEPXHOCTH TeJa).



e OJIHOBpEMEHHOE MPUMEHEHHE C UHTUOUTOpaMU aHTHOTEH3MHIIPEBpaliaolero pepMeHTa
(AII®) y narnueHToB ¢ AMabeTHYeCKON HepOomaTHEH.
e bepeMeHHOCTh M TUIAHUPOBAaHUE OEPEMEHHOCTH, MIEPUOJT TPYTHOTO BCKAPMITUBAHUS (CM.
pasnen 4.6.).
4.4. OcoOble yka3aHHusl U Mepbl NPeI0CTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

OpnHoBpeMEHHOE TpPUMEHEHHE KanuiicOeperaronmx JAUYPETHKOB, IpernapaToB  Kajus,
KaJUHCcoepKalluX MUIIEBBIX J100aBOK WM JPYTHX JIEKApPCTBEHHBIX IMPEnapaToB, CIIOCOOHBIX
MOBBIIIATH COJIEP)KAHUE Kallusg B CBIBOPOTKE KpoBH (Hampumep, renaput). OQHOBpEMEHHOE
IPUMEHEHHUE C JIEKapCTBEHHBIMHU IIpernapaTaMH, KOTOpPbIE MOTYT BbI3bIBaTh HOJUMOP(HYIO
JKEITYIOUKOBYIO TaXUKAPJUIO TUIA «IUPYIT» WIN YBEIUYUBATH MPOAOIKUTEIIBHOCTh HHTEPBAJIa
QT na snexrpokapauorpamme (IKI'), a Takxke nmpuMeHeHue C JIEKapCTBEHHBIMH MpenapaTramu,
CIIOCOOHBIMU BBI3BIBATH TMIIOKAIMEMUIO, U CEPACUHBIMU INTMKO3UIAMHU.

Xponuueckasi cepieunas HepocrarouHocts (XCH) M-IV ¢ynkunuonanpHOro Kiiacca 1o
knaccudukanuu NYHA, cTeHo3 aopTanbHOTO U (HIIK) MUTPaJIbHOTO KJamnmaHa, runeprpoduyueckas
obctpyktuBHas kapauomuonarus (TOKMII), ysenuuenue naurensHoctu natepBana QT na OKI'.
YMepeHHO BbIpakeHHbIE HapyIeHUs (PyHKIMH Ie4eHu 0e3 sIBICHHUI XojecTa3a, 00CTPYKTUBHBIC
3a00J1€BaHUS KEITYEBBIBOJAIIMX MyTEH.

CocTosiHMS, CONPOBOXKAAIOLINECS BOAHO-3JIEKTPOJIUTHBIMU HapyIIEHUsMU: Hedponatus ¢
norepeid cojel M NpepeHaNbHBIM  (KapJUOT€HHBIM) HapylmeHHMeM (YyHKUUMU TOYeK,
TUIOKAJIMEMUs, TUIIOHATPUEMHS, THUIIOMarHUeMHsl, TunepKajbliueMus. JIByCTOpOHHUI WiIn
OJIHOCTOPOHHHM CTE€HO3 IIOYEYHBIX apTepUd WM CTEHO3 apTepUH E€IWHCTBEHHOW II0YKH,
COCTOSIHUE T10CJIe TPAHCIUIAHTALUHU MOYKH, BBIpA)KEHHAs] TUIOHATpUEMHs U (M) COCTOSIHMS,
COMPOBOXIAMOIIHECS CHIKEHHEM 00bema 1upkynupyroieit kposu (OLIK) (B ToM uucie auapes,
pBOTa, TEpAINUs BHICOKUMH J103aMHU JUYPETHUKOB).

[lepBUuHBI TUNIEPAIBAOCTEPOHU3M, THUIEpPIIAPaTUPEO3, TUIMEPYPUKEMUS, caXapHbId Igualer,
TUIEPXOJIECTEpUHEMUS, THUIEPTPUTIHIEpUIeMus, cUcTeMHass KpacHas BoiuaHka (CKB),
HeMenaHOMHBIN pak koxu (HMPK) B anamuese.

VY nmanMeHToB € aJIepru4ecKod peaklued Ha NMEHULWUIMH B aHAMHE3€, C HacleCTBEHHBIM
AHTHOHEBPOTUYECKHM OTEKOM, JINOO aHTHOHEBPOTHYECKUM OTEKOM Ha (hOHE MPEIIECTBYIOMIEH
Teparuy aHTaroHucToM perentopos anruotensuna |1 (APA 1) wiu unru6utopamu AIID.

JIBoliHas OJI0KAa PEHUH-aHTUOTEH3UH-AIbA0CTEpOoHOBOI cucteMsl (PAAC)

OpnnoBpemenHoe npumenenue APA Il, Bkitouass BajcapraH, ¢ IpemnapaTamH, COAEPKALIUMU

AIHMCKUPEH, MPOTUBONOKA3aHO Y MALMEHTOB C CaXapHbIM AUAa0ETOM U (WJIM) C YMEPEHHBIMH WU



TOKENBIMH ~ HapymeHusmu  ¢ynkmun  mouek (CK®  menee 60 v/mun/1,73 M2 mromanu
MOBEPXHOCTH TeJIa) U HE PEKOMEHIyeTCs Y APYTHX MalleHTOB.

OnnoBpemennoe npumenearne APA Il ¢ uarnbutopamu AII® npoTHBONOKa3aHO y MALMEHTOB C
nuabetnyeckoil HepornaTuen U He PEKOMEHIyeTCs y IPYTUX MalueHTOB.

Hapynienue d)VHKHI/II/I IIOYCK

VY manuentoB ¢ HapymenueM Qynkmuu nouyek (KK 6onee 30 min/muH) He TpeOyeTcss M3MEHEHUs
no3bl ipenapara. [Ipu npumenennn npenapara Banscakop HJI 160 y manreHTOB ¢ HapylieHUeM
(GYHKIIUH [TOYEK PEKOMEHYETCs PEryJIiPHO KOHTPOJIUPOBAThH COACPKAHKE Kalusl, KOHLEHTPAIUU
KpeaTHHHHA U MOUYEBOIl KUCIIOTHI B IJ1a3Me KPOBH.

CocrosHue nocie IICPSHECCHHOM TPAaHCINIAHTAIIMH IIOYKH

besonacHocte mpemapata Bamscakop HI[ 160 'y manuMeHTOB, HEJABHO MEPEHECIINX
TPAHCIUIAHTAIIMIO TTIOYKH, HE YCTAHOBJICHA.

CreHo3 aopTaiabLHOTO U (I/IJ'II/I) MHUTpaNLHOTO Ki1anadHoB, ' OKMII

[Tpemapar Banbcakop HJ] 160 HEOOXOAMMO C OCTOPOKHOCTBIO TPUMEHSTH Yy MAaIMEHTOB C
TCMOJUHAMHUYCCKHN 3HAYUMBIM CTCHO30M aO0pTaJIbHOI'o U (I/IJII/I) MUTPAJIBHOI'0 KJIAIIAHOB WJIN C
["OKMII.

Hapymenue d)VHKHI/II/I INCYCHHU

[Mpenapat Banscakop H/I 160 He pekoMeHayeTcs manueHTaM ¢ HapyluieHneM (QyHKIH TIEYSHH.
MaxkcumanbpHasi peKOMEHJOBaHHAsE CyTOYHAs Ji03a BaJicapTaHa y MAIMEHTOB C HapylIeHHEM
(GYHKIMU MIEYeHU JIETKOM WM CpeHeN CTeneH! TshkecTu 0e3 siBjaeHui xonectaza — 80 mr.

Hapy1ienns BOZHO-3JIEKTPOIUTHOIO OajaHca

HpI/I MNPUMCHCHUHN THUA3HUJHBIX AWYPCTUKOB, BKIIOYAA THUAPOXJIOPOTHA3N[, OTMCUAINCH ClIydau
Pa3sBUTHUA TUIIOKAJIMEMUH, TUITIOHATPUCMHUHN WU THITOXJIOPEMHUYCCKOI0 ajIKajio3a, TMIIOMarHuEMuu
(Tak KaK yBEJIMYUBAECTCS BBIBEJICHUE MAarHUs MMOYKAMU) U TUIIEPKATBIIMEMUH (TaK KaK CHUKACTCS
BBIBE/ICHHE KaNbIIHs ToukaMmu). PekoMenyercs npu npumMeHeHnn npenapata Banscakop H/I 160
PETYISIPHO KOHTPOJIMPOBATH COIEPIKAHUE DIEKTPOIUTOB (0OCOOCHHO KaJHsi) B CBIBOPOTKE KPOBH.

I'unonarpuemus v (vuin) cHmkernne QLK

VY manMeHToB ¢ BBIpa)XKEHHOM rMnoHaTpueMuen u (niam) npu cHkeHHoMm OLK (manpumep, npu
IIPUEME BBICOKMX [03 JHWYPETUKOB) B PEIKHMX ClIy4asX B Hadaje TEpaluu IpernapaToM
Banscakop HJ[ 160 BO3MOXHO BBIpa)XKE€HHOE CHIKEHHME YpoBHS AJl ¢ KIMHUYECKUMH
nposineHussMU. [loaToOMy B Hauae jgedeHus cieyeT MPOBECTH KOPPEKIIUIO COACPKAHUSI HATPHS
B CBIBOPOTKE KpoBHU U (1in) BocroaHUTh OLIK.

B cmywae pasBuTus BBIpaXKEHHOTO CHMKeHUs AJ] manmeHTa cieayeT IEepeBECTH B

TOPU3OHTAJIBHOEC ITIOJIOKCHHUE C IPUIOAHATBIMU HOTaMHU H, IIPpH HCO6XOI[I/IMOCTI/I, IMPOBECTHU



BHYTpUBeHHYIO (B/B) uHOYy3ut0 0,9 % pacTBopa HaTpus xjmopuaa. [locie crabunusaiuu ypoBHsI
A/l neuenue npenapatom Banscakop H/I 160 MoxkeT ObITH IPOAOIKEHO.

XCH tsxenoii crenenu (11-1V dvyaxkimonansaoro kiacca mo knaccubukammu NYHA) wiun

npyrue 3a00JieBaHusl, COIpoBOXKaaromuecs ctumyisiaueii PAAC

VY manueHToB, PYHKIMS MOYEK KOTOPBIX 3aBHCHT OT coctosiHus PAAC (manpumep, XCH 11—
IV ¢ynkmmonansnoro kiacca no knaccuduxanuu NYHA), Tepanus uarunouropamu AIID moxer
COIPOBOKAATHCS OJIUTYPHUEN U (MIIM) IPOrPECCUPYIOLIEH a30TEMUEN, B PEAKUX CIIydasX — OCTPOMH
noyeuHoi HemoctaTo9HOCThIO (OITH). HeB03MOXKHO MCKITIOUMTD pa3BUTHE HAPYIIEHUH ()yHKIIMN
nouek BcieacTBUE TmoaaBieHuss akTuBHocth PAAC Ha d¢oHe mnpuema mnpenapara
Bambscakop H/[ 160. Tepammro mpemapatom Banbcakop HJI 160 crnemyer mnpoBoauTs ¢
OCTOPOKHOCTBIO, 10T KOHTPOJIEM (QYHKIUH ITOYEK.

IlepBHUYHBIN THIEPAIHIOCTEPOHU3M

[Ipenapar Banwscakop H/I 160 nHesddexTrBeH ans nedeHus apTepuaibHOW TUNEPTEH3UU Y
MAIUEHTOB C IEPBUYHBIM THIIEPAThI0OCTCPOHIU3MOM I10 TIPUIUHE OTCYTCTBUs akTuBanuu PAAC.

CTeHo3 Mo4YeuHou aprepun

v MNanueHTOB € OAHOCTOPOHHUM WJIK ABYCTOPOHHUM CTCHO30M MOYEUHOM apTCpPUU UJIK CTCHO30M
ApTCPpHUHA CI[I/IHCTBGHHOI‘/‘I IMIOYKH IIperapar AOJIKCH IMPHUMCHATBCA C OCTOPOXHOCTBIO, TaK KaK
BO3MOKHO ITOBBIIIICHUC KOHHGHTpaHI/IfI Kp€aTHHNHAa 1 MOYCBHHBI B IJIa3ME KPOBHU.

CucreMHas KpacHad BOJIYaHKa

HpI/I MMPUMCHCHUHN THA3UAHBIX TUYPCTUKOB (B TOM YHCIIC rH,I[pOXHOpOTI/IaSI/I,Z[a) OIIMCAHBI CITy4Yan
pa3BUTHA O6OCTpeHI/I$I " YXYyAUICHUA TCUCHUA 3a6OHeBaHHﬁ COCHHHHTCHLHOﬁ TKaHHU (HaHpI/IMep,
CKB).

CDOTOLIVBCTBI/ITCJ'[BHOCTB

Omnwucanpl ciyyau pa3BUTHs (POTOUYBCTBUTEIBHOCTH Ha (pOHE MpHEMa THApOXJopoTHasuia. B
cilydae pa3BUTHs NPOSBIEHUH (HOTOUYBCTBUTEIBHOCTH PEKOMEHJIOBAHO MPEKPATUTh TEPaIHIo.
[Tpu HEOOXOAMMOCTH MPOAOHKEHUS TEPAITUN PEKOMEHTY€eTCs 3alllUIIaTh OTKPHIThIE YYaCTKU Tela
OT BO3JICHCTBUS COJTHEUHBIX U yIbTpaduoneToBsix (YD) myueit.

HMPK

B 1Byx QapmMakosnuaeMHOIOTHUECKUX HCCIIEA0BAaHUIX, BBIIOJIHEHHBIX C HCIOJIb30BaHUEM
JMaHHBIX JlaTCKOro HalMOHAJIBHOTO perucTpa paka, Obula IPOAEMOHCTPHUPOBAHA CBSA3b MEXKIY
PUEMOM THIPOXJIOPOTHA3UAA U MOBBIILIEHHBIM prckoM pa3zButuss HMPK — 6azanbHokneTouHOM
KapIUHOMBI U IUIOCKOKJIETOYHOW KapuuHombl. Puck passutus HMPK Bospacran npu
YBEIMUEHUN CYyMMAapHOU (HAKOIJIEHHOW) 03Bl THAPOXJIOPOTHA3KAA. BO3MOKHBIM MEXaHU3MOM
paszsutust HMPK sBnsiercs poroceHcnOmnmm3upyroliee 1eiCcTBUE THAPOXIOPOTHAZUIA.

HaHI/ICHTBI, IMPUHHUMAIOMUE THAPOXJIOPOTHA3KU A B KAYCCTBEC MOHOTEpAIINU UJIU B KOM6I/IHaHI/II/I C
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JOPYTMMH JIEKQpCTBEHHBIMHM TIperapaTaMy, JOJKHBI ObITh OCBEJIOMIJIEHBI O PHCKE Pa3BUTHUA
HMPK. Takum nanueHTaM peKOMEHIYETCs PEryJIIpHO OCMAaTPUBATh KOXKHBIE IIOKPOBBI C LENIbIO
BBISIBJICHHS JTFOOBIX HOBBIX TIOJIO3PUTEIBHBIX TOPAKCHUM, & TAKXKE U3MEHEHUH YiKe UMEIOIIIXCS
MOPAXKEHUM KOXKHU.

0060 Bcex MOAO3PUTENbHBIX U3MEHEHUSX KOXKH CIEAyeT He3aMeIJIMTENbHO COOOIaTh Bpady.
[Tomo3puTenbHbIe YYaCTKH KOXKH JTOJDKHBI OBITH O0OCIIEAOBAaHbI CICHATUCTOM. ISl yTOUHEHUs
JMarHO3a MOKET MOTPEOOBATHCS THUCTOIOTUYECKOE UCCIICIOBAaHNE OMOTITATOB KOXKH.

C uenpro MuHUMM3aIMK prucka pa3sutuss HMPK nanuenram ciemxyer pekoMeH10BaTh cOOI01aTh
npoduIakTUYecKrue Mepbl, TAKHE KaK OrpaHMYEHUE BO3/ICHCTBUS COTHEUHOTro cBeTa u Y D sryuei,
a TaK)Ke MCIOJIb30BAaHUE COOTBETCTBYIOIIUX 3AIIUTHBIX CPEJICTB.

Y mnamuentoB ¢ HMPK B anamHe3e pexkoMeHIyeTCsl NEpPecCMOTPETh IeIeCO00pa3HOCTh
MPUMEHEHUS TUAPOXJIOPOTUA3UIA.

Jpyrue META00TUYECKHE HapynmicHUsA

TwrasugHple OUYpPETUMKH, BKJIOYAs TUAPOXJIOPOTHA3UI, MOTYT BbI3bIBATH W3MEHEHHE
TOJIEPAHTHOCTH K TJIFOKO3€ M IIOBBIIIEHHE KOHLEHTPALMU XOJIECTEpHHA, TPUTJIULIEPHUIOB M
MOYEBOM KUCJIOTHI B IJIa3M€ KPOBH.

[TaruenTam ¢ caxapHbIM Aua0eTOM MOXET MOTPeOOBATHCA KOPPEKLHMs J03bl WHCYJIWHA WU
TUTIOTITMKEMUYECKUX CPEJICTB ISl IPUEMA BHYTPb.

TrasugHple TUYPETUKU CHHKAKOT SKCKPEIMI0O MOHOB KaJIbIUs MOYKAMU U MOTYT BBI3bIBATH
HE3HAYMTEIIbHOE IIOBBILIEHUE COAEPKAHUA KalblUs B IUIa3M€ KpPOBU IIpU OTCYTCTBUHU
COIYTCTBYIOIIUX HapyIIEHUN MeTa0oan3Ma Kanblus. BeipakeHHas runepkaibliueMus Ha Gone
MPUMEHEHUS THA3HJIHOTO AUYPETHKA MOXET CBHJIETEIBCTBOBATh O rumnepnapatupeose. llepen
ucciaenoBaHreM (QyHKIMH MapalnidTOBUIHBIX KeJie3 CIeIyeT OTMEHUTh THA3UHBIC TUYPETHKH,
BKJIIOYAs THAPOXJIOPOTHUAZHUL.

AHTHIONUHTOBBIA TECT

I'mppoxyopoTnasua MOKET JaBaTh IOJOKHUTENBHBIA pe3yJbTaT NPU NPOBEIECHUH JOTIHHI-
KOHTPOJIA.

Peakium runepuyBCTBUTEILHOCTH

Peakiiuu runepyyBCTBUTEILHOCTH Ha (DOHE MPUMEHEHUS THAPOXJIOPOTHA3KIAa HanOoJiee YacTo
OTMEYAJINChH y MAI[HEHTOB C AJJIEPIHYCCKUMH PEAKIIMSIMU U OPOHXHAIbHOW aCTMOM B aHAMHE3e.

[lpy mpuMeHeHWM BajicapTaHa y MAIMEHTOB HAOIIOIAIOCh Pa3BUTHE AHTHOHEBPOTHYECKOTO
OTE€Ka, B TOM 4YHCJE OTEKa TOPTaHH U TOJIOCOBBIX CBSI30K, MPUBOMAIICTO K OOCTPYKIIMU
JIBIXaTeNbHBIX MyTeH, U (WIK) OoTeKa Juia, Ty0, TJOoTKA U (WIK) sI3bIKa. Y HEKOTOPBIX M3 3THX
NAlMEHTOB B aHAMHE3¢ 0TMEYAJIOCh Pa3BUTHE AaHTMOHEBPOTHYECKOTO OTeKa Ha (DOHE MPUMECHEHHSI

JIPYTUX JIGKAPCTBEHHBIX CPEICTB, BKIMo4as wuHruoutopel AllD. B ciywae pa3BuTus
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AHTHOHEBPOTUYECKOTO OTEKa CIIEyeT HeMEJICHHO OTMEHUTh npenapar Banbcakop HJI 160 u B
JTATBHEUIIIEM HE BO3OOHOBIISITh JICUCHHE MTPETIapaTOM.

XODI/IOI/II[aJIBHblﬁ BBIIOT/ ocTpada MHMOTIHS/ OoCTpasd BTOpHUYHAA 3aKpbITOYT'OJIbHAA I''IayKOMa

CynbpoHaMuapl U HUX TPOU3BOJAHBIE MOTYT BBI3BIBATH HIUOCHHKPA3MUYECKYIO PEAKIIHIO,
NPUBOJALIYI0O K Pa3BUTHUIO XOPHOUJAIBHOIO BBIIOTa C HApyLICHHEM MOJIeH 3peHHs, OCTPOU
MHUOINUU U OCTPOMY MPHUCTYMY BTOPUYHOMN 3aKPHITOYTOJIBHOM I1ayKoMbl. CUMIITOMBI BKJIFOYAIOT
B ce0s BHE3AIMHOE CHW)XCHHE OCTPOTHI 3pEHUs WU OOJb B IJIa3y; BOSHHUKAIOT, KaK MPABHUIIO, B
TE€YEHHE HECKOJIbKHX YacOB WJIHM HEZelb MOCje Havajaa Tepanuy THA3UIHBIM/THA3H 100 J00HBIM
nuypetukoM. [Ipu OTCyTCTBUU JeUueHUs! OCTpasi BTOPUYHAS 3aKPHITOYTOJIbHAS TJIAyKOMa MOKET
MIPUBECTU K HeoOpaTuMoOi notepe 3penusd. [Ipu nosBIeHnrn CUMIITOMOB HEOOXOIUMO KaK MOKHO
OBICTpEE MPEKPATHTh MPUEM THA3HUTHOTO/THA3UIONON00HOTO AMypeTHKa. Eciu BHyTpuUIIazHOe
JABJICHUE OCTAETCSl HEKOHTPOIUPYEMBIM, MOXKET OTPEOOBATHCS HEOTIOKHOE MEAMKAMEHTO3HOE
JieYeHUE WM XUPYPIUYECKOe BMeEIIaTelnbcTBO. DakTOpoM pHcKa Ppa3BUTHS  OCTPOU
3aKPBITOYTOJIBHON TIIAYKOMBI SIBIISICTCS aJUIEPTUUYECKast peaKIlus Ha IPOU3BOIHBIC CYIh(HOHAMHI A
1 (WIK) NeHUIIWUTMHBI B aHAMHE3€.

Octpas pecnupaTopHas TOKCUYHOCTh

Coob1manocs 00 04eHb PeIKUX CIIydasiX pa3BUTHUS OCTPOM pecIupaTOPHON TOKCUUYHOCTH TSKEION
CTETeHH, BKJIIOYAsl OCTPhIA pecrupaTtopHbiii auctpecc-cunapom (OPJIC), mocne mpuMeHEeHUs
TUAPOXJIOpOTHA3NIa. B OOJIbIIMHCTBE CIy4yaeB OTEK JIETKUX PAa3BUBAETCS B TEUEHUE HECKOJIBKHUX
MHUHYT WIM YacoB IOCJIE€ TpHEeMa THApPOXJopoTHazuja. HayanpHble CHMOTOMBI BKIIIOYAIOT:
OJIBIIIKY, JIUXOPAIKY, IbIXaTeIbHYI HEAOCTATOYHOCTh W apTepHaJbHYIO TrumnoteHsuo. Ilpu
nono3zperun Ha OPJIC HeoOxomumo ormenuth npenapat Bambcakop HJ[ 160 um HaszHauuth
COOTBETCTBYMOLIEE JleueHne. He cnenyer Ha3HauaTh THAPOXJIOPOTHA3H]L ALUEHTAM, Y KOTOPBIX
panee HaOmonanca OPJIC Ha ¢oHe mpuema THAPOXJIOPOTHA3UAA WM JPYroro THUA3UIAHOTO
Ty pETHKA.

BcnoMorarensHble BEIECTBA

Jlakmo3wl moHo2uopam

[lanmeHnTaM ¢ peako BCTpPEYAIOUIEHCS HACIEACTBEHHOM HEMEPEHOCUMOCThIO TallaKTO3bl,
JIeUIIUTOM JTaKTa3bl WIH TIIOKO30-TalaKTO3HOW ManbabcopOIueil He clielyeT MPpUHUMATh 3TOT
npemnapar.

Hampuu

JlaHHbIi penapaT coaep kUt Mmeree 1 MMoutb (23 Mr) HaTpusl Ha OIHY TaOJIETKY, TO €CTh, IO CYTH,
HE COJICPKUT HATpPHUS.

4.5. B3aumopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu W JApyrue BH/bI

B3aHNMOJAEHCTBUSA



BajcapTald + ruipoxXJIOpOTHA3UI

He pexomenoyemcs

Ipenapamol 1umus

[Tpu ogqHOBpemMeHHOM NpuMeHeHnr HHTHOUTOpOB AIID, APA |l wiu THa3UIHBIX JUYPETHUKOB C
npenapaTamMu JIUTHS OTMEYAIOCh 0OpPaTHMOE MOBBIIIEHNE KOHIIEHTPALMHY JIUTUS B IJIa3Me KPOBU
U pa3BUTHE HHTOKCHKAIMU. PUCK TOKCHMYECKUX MPOSBICHHUI, CBA3AHHBIX C MNPUMEHEHUEM
MpenapaToB JUTUS, MOXKET JOMOJIHUTEIIBHO YBEIMYUBATHCS MIPU OJTHOBPEMEHHOM ITPUMEHEHHUH C
npenaparoM Banbcakop HJ[ 160, moCKOIbKY MOYEYHBIN KJIUPEHC MPEnapaToB JIMTUSI CHUKAETCS
MOJ1 IEHCTBUEM THA3UIHBIX AUYPETUKOB. [Ipn HE0OX0IUMOCTH OJHOBPEMEHHOTIO MPUMEHEHHS C
npenaparaM JIMTHS CJIEAyeT THIATEJIbHO KOHTPOJIMPOBATH KOHIEHTPAIMIO JUTUS B IUIa3Me
KpPOBHU.

C ocmopoorcnocmbio

ﬂpveue CUNONIEeH3UBHbIE npenapdaniovl

Bo3MoxHO ycmileHHE aHTUTHIEPTEH3WBHOTO 3(p(deKTa Mmpu OAHOBPEMEHHOM NPUMEHEHHU C
JIPYyTUMH JICKApCTBEHHBIMH CpeacTBaMu, cHipkatommmu AJl (manmpumep, maruduropsr AlID,
Oera-agpeHo0I0KaTOPbl, OJOKATOPHl «MEUIEHHBIX» KalbLIMEBBIX KaHAJIOB, TI'yaHETUAMH,
METHJIJIONA, BAa30AWIATATOPEL, MPsIMbIe HHTUOUTOPHI penuna, APA I1).

Ipeccopuvie amunbl (Hanpumep, HOpINUHeDPUH U InUuHedpun)

Bo3moxHO ocnabneHue JeHCTBUS TNPECCOPHBIX aMUHOB, HE TpeOyrolee MpeKpalieHus
OJIHOBPEMEHHOT'O IIPUMEHEHUS BAJICAPTaHa U THIPOXJIOPOTHA3UAA.

Hecmepououvie npomusosocnarumenvuvie npenapamvl  (HIIBII), exnouas celekmueHbie

uHzubumopwl yukiooxcuzenaszovl-2 (LJOI-2)

[Ipu onnoBpemenHoMm mnpumeHenun APA Il u runpoxnopornazuga ¢ HIIBII Bo3moxHO
ocnalieHne JUYpeTUYeCKOro M aHTUTMIEPTEH3UBHOTO JeicTBUA. B ycioBusX rumoBoieMuu
B03MOXkHO pa3Butre OITH; pekomeH1yeTcss KOHTPOIUPOBaTh (PYHKIIMIO IOYEK B HAYaje TeparnmH,
a TaK)ke MpoBOAMTH afiekBaTHOe BocnoHeHnne OLIK y nanuenra.

Basicapran

IIpomueonokasamno

Jlsotinas 6aoxkaoa PAAC

OpnnoBpemenHoe npumenenue APA Il, Bkitouas BajcapraH, ¢ npemnapaTtamMu, COAEpKalluMU
AIHMCKUPEH, MPOTUBONOKA3aHO Y MALMEHTOB C CaXapHbIM JIUa0ETOM U (MJIM) C YMEPEHHBIMH WU
TOKENBIMH  HapymieHuamu  ¢yHkuun  modek (CK®  menee 60 mu/mun/1,73 M2 miomaam
MIOBEPXHOCTH TEJIa) U HE PEKOMEHYETCSl y IPYTUX NallUEHTOB.

OnnoBpemennoe nmpumenenue APA Il ¢ uaru6utopamu AII® nmpoTHBONOKA3aHO Y MAIIUEHTOB C

nuabetnyeckoil HedpornaTuen U He PEKOMEHIyeTCs y IPYTUX MalueHTOB.



He pexomenoyemcs

Kanuiicbepezarowue ouypemuku  (CNUpOHOAAKIMOH, 3NAEPEeHOH, MPUAMMEPEH, aMUiopuo),

npenapamsl KaJjlus, KCUZMZZCO()QDD!CCZLl,{Me 3ameHumenu I’ZMWEGOMV coau u ODVZMB JIeKapCcmeeHHnble

CD@OCI’I’Z(?G u _eeulecmed, Komopbvle Mo2ym 6bl3bleamb NnosvluterHue CO@éDDfCClHuﬂ KdluAd 6

Cbl60OpOmMKe Kposu (HanpuMep, zenapuH)

[Ipy HEOOXOTUMOCTH OJHOBPEMEHHOTO MPHMEHEHHs C TMpernaparaMu, BIUSIOIMIMMU Ha
CoOJIep’KaHue Kalusl, pEKOMEHIYETCsI KOHTPOJIUPOBATh COJAEPKAHUE KAJIMs B IJIa3M€ KPOBH.

C ocmopooicnocmoio

IIpu onHoBpemenHom mnpumeHeHun APA |l, Bkirodas BajcapTaH, C JIEKApPCTBEHHBIMU
cpeacTBaMu, okaspiBatoliuMu BiusHue Ha PAAC, takumu kak wusHruouropsl AllD wumm
QIMCKUPEH, TIOBBIIIAETCS YacTOTa BO3HMKHOBEHMS CJIy4YaeB apTEpUAIbHOW T'MIOTEH3UH,
TUIEepKAIMEMHUH, HapylieHus: ¢yHkuuu nodyek. HeoOxoaumo koHTposnupoBath AJl, dyHKuHUIO
MOYEK, COJIePKaHKUE IEKTPOIUTOB B IJIa3Me KPOBU y TaKUX MAI[MEHTOB.

benxu-nepenocuuxu

HccnenoBanus in VItro Ha KyJibTypax MEYSHH MOKa3aid, YTO BaJICAPTAH SBJISIETCS CyOCTPaTOM JIJIsI
oenkoB-niepenocunkoB OATP1B1/OATP1B3 u MRP2. OnHoBpeMeHHOE MPUMEHEHHE
BajicapraHa ¢ wuHruoutopamu Oenka-nepenocunka OATP1B1/OATP1B3 (pudamnuiius,
nukiocnopu) umu MRP2  (puToHaBHp) MOXET YBEJIWYUBAaTH CHUCTEMHYIO HKCIIO3UIUIO
BaJicapTaHa (MakcumanbHas KoHIEHTpaius (Cmax) W IJIOMIAAb TMOJ KPHUBOH «KOHIICHTpAIIWS-
Bpemsi»  (AUC)). Heobxoaumo coOMIOAaTh OCTOPOXKHOCTH B Hayaje OJHOBPEMEHHOTO
MPUMEHEHHUS C BbIIIEYKa3aHHBIMH MIpenapaTaMy WK TOCTIE UX OTMEHBI.

Omcymcmeue 1ekapcmeenHo20 63aumo0eticmeus

He BBISIBIIEHO KIMHWUYECKH 3HAYMMBIX B3aUMOICWCTBUI CO CIEIYIOIIUMH JIEKAPCTBEHHBIMU
CpeICTBaMU: IUMETHAMUH, BapdapuH, (ypocemMua, IUTOKCHUH, AaTeHOJOJ], WHIOMETalllH,
TUAPOXJIOPOTHA3H/T, AMIIOIUTINH U TITHOCHKIAMU.

TI'uopoxsiopoTrasug

He pexomenoyemcs

Ipenapamol 1umus

[Ipy ONHOBPEMEHHOM MPUMEHEHUH THAPOXJIOPOTHA3UA U TIPErapaTroB JIUTUS CHIKAETCS
IOYEYHBIN KIIMPCHC JIUTHA, YTO MOKCT NPUBECTU K IMOBBIIICHHWIO KOHICHTPALIUX JIMTUSA B IJIa3ME€
KpPOBH W YBCIMYCHHIO €TO TOKCHYHOCTH. HpI/I HeO6XO,ZII/IMOCTI/I OIHOBPECMCHHOTI'O IIPUMCHCHUS
THUAPOXJIOPOTHA3UIA CIEAyeT TIIATeNbHO MOAOUpPATh 03y MPEenapaToB JUTHS, PETYISIPHO
KOHTPOJIMPOBATHL KOHICHTPAIUIKO JIMTUA B TIUJIA3MEC KPOBU HU COOTBCTCTBYIOIIUM 06p3.30M
noadupaTh 703y mpemnapara.

Tpebyemcs ocoboe sHumaHue



Ipenapamur, CNnocobHble _Bbl3blEANb I’lOJZuMODd)HVlO cheﬂVOOUKOGViO maxulcapduio muna

«nupysmp

Crnenyer ¢ 0co00il OCTOPOKHOCTBIO MPUMEHSTHh THAPOXJIOPOTHA3H OJHOBPEMEHHO C TaKUMHU

InpenaparamMu, Kak:

aHTHApUTMUYECKHUE JIEKapCTBEHHbIE npenapathl | A kmacca (XMHUAMH, TUIPOXUHU]IMH,
nusornupamu, npokanHamua) u | C kinacca (draekanHuy),

aHTHAapUTMUYeCKue JekapcTBeHHble mnpenapartel |1l kiacca (modermnua, uGytmmumn,
OpeTuius TO3Ujar), COTaNOoN, APOHEIAPOH, aMHOJAPOH;

npyrue (HeaHTHApUTMHUYECKHE) JIEKAPCTBEHHBIE CPE/ICTBA, TAKUE KaK:

HelponenTuku: (EHOTHA3MHBI  (XJIOPHPOMAa3uH, I[MAMEMa3HH, JIEBOMEIPOMAa3UH,
THOpUIa3uH, Tpudayonepasun, GpaydeHasuH), OeH3aMuIbl (AMHCYIBIPU, CYIBTOIPH]I,
CYJNBIHUPUJl, THANPHUI), OyTUPOYEHOHBI (APOMEPHUION, TaJOMEPUION), MHUMO3HI,
CEpTUHJIOI;

AHTHUJICTIPECCAHTHI: TPULUKINYECKUE AaHTHUJICNIPECCAHThI, CEJIEKTHUBHBIE WHTHOUTOPHI
00paTHOro 3axBaTa CEpOTOHMHA (LUTAIOIPAaM, ICIUTAIIONPaM);

aHTHUOAKTepUATBbHBIE CPENICTBA: (PTOPXHHOIOHBI (JIEBOQIIOKCALIMH, MOKCH(]IOKCAINH,
criapdiIoKcalH, UIpodIoKcaluH), MaKpOIUAbl (3PUTPOMHIIMH TIPpU B/B BBEICHUH,
AQ3UTPOMUIIMH, KIAPUTPOMUIIUH, POKCUTPOMHUIINH, CTUPAMUILIKH ), KO-TPUMOKCA301T;
NPOTHBOTPUOKOBBIE CPEJCTBA: a30ibl (BOPUKOHA30J, HTPAKOHA30Jl, KETOKOHA301,
baykoHa30m);

MPOTUBOMANIAPUIHBIE  CpeACTBA (XMHHH, XJIOPOXHMH, Me(QIOXUH, TranogaHTpHH,
JTyMehaHTPHH);

POTHBONPOTO30MHBIE CPECTBA (IEHTAMUINH TIPU TTAPEHTEPATHLHOM BBE/ICHUH );
aHTHAHTUHAJIBHBIE CPECTBA (paHOIa3uH, OepUIN);

MIPOTUBOOITYXOJIEBBIE CPEJCTBA (BaHAETAHUO, MBIMIbSIKA TPUOKCHI, OKCAJIUIUIATHH,
TaKpOJIUMYC);

IPOTHBOPBOTHBIE CPENICTBA (JOMIEPUIOH, OHIAHCETPOH);

CpeZCTBa, BIUSIONINE HA MOTOPHKY KETYJOYHO-KUIIEYHOTO TPaKTa (I[H3arpuiI);
AHTUTUCTaMUHHBIE CPEJICTBA (aCTeMU30J1, TepPEeHaTNH, MU30JIACTHH);

npoyne  JIGKapCTBEHHBbIE  CpeAcTBa  (aHarpenu],  Ba3ONpPEcCHH,  AudeMaHuia
METUICYIb(aT, KEeTaHCepUH, NpoOykoy, mponodoi, ceBoduypaH, TEPIUIPECCHH,

TEPOAWIINH, ITUII0CTA30I1).

B cBsi3u Cc yBenmuueHHEM pHCKa pPa3BUTHS KETyIOYKOBBIX apUTMHUH, 0COOEHHO MOIMMOpP(HOIL

KENMyTOYKOBOW TaxWKapAMM THUIA «IHPYIT» ((HakTop pHUCKAa — THIOKAIUEMHUS) CIEayeT

OTIpEIeINIATh COJAEPKaHUE KallKs B TJIa3Me KPOBH U, IPU HEOOXOJMMOCTH, KOPPEKTHUPOBATH €T0 10
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Hayaja KOMOMHHPOBAHHOM Tepanuy I'MIPOXJIOPOTHA3UIOM C YKa3aHHBIMHU BBIIIE MpenapaTaMu.
Heo0xo1uM KOHTpOJIb KIMHUYECKOTO COCTOSIHUS MAallMeHTa, COJEPKaHuUs AIEKTPOJINTOB IUIa3Mbl
KpoBH U nokazaresneit OKI'. ¥V nanueHToB ¢ runokaaueMueil HEo0X0AUMO IPUMEHSTH ITpenapaThl,
HE BBI3bIBAIOIUE TOJIMMOPPHYIO KETyJOUKOBYIO TAXUKAPIUIO TUIIA KITUPYIT».

Jlexapcmeennvie CD€&CWZ6G, cnocooubvle yeenuvueams I’lDOOOJZ.?iCMWleJZbHOCWZb unmepsanra QT

OnHOBpeMEHHOE NPUMEHEHHE T'MAPOXJIOpPOTHAa3uja C JIEKApCTBEHHBIMU IIperapaTamu,
CIIOCOOHBIMHU YBEJIMUYMBATh IPOJOJDKUTENBHOCTh MHTEpBana QT, MOIKHO OCHOBBIBaThHCS Ha
TIIATEJIBHOM OIIEHKE [UId KaXAOro IallMEeHTa COOTHOUICHUS OKUAAEMOW IOJb3bl U
HNOTEHIMAJIBHOIO PUCKA (BO3MOXHO YBEJIMYEHUE PUCKA PA3BUTHSI MOJIUMOPGHON KeTyI0UKOBOM
TaXWKaApAUU THIA «IUPY3IT»). [Ipy mpuMeHeHNH Takux KOMOWHAIMK HEOOXOIUMO PEryisipHO
koHTponupoBath DKI' (ans BblsiBIeHUs ynnuHenust uHtepBaia QT), a Takke KOHTPOJIUPOBATh
coJiepKaHue KaJlus B IIa3Me KPOBH.

[Ipenapamwl, cnocobHble 6vi3vleamb 2unokaiuemuro: amdomepuyun B (npu 6/6 eeederuu),

SHAIKO- U MuHeDa]ZOKODmuKOCWlQDOM()bl (npu CUCmemHoOM npwweHeHuu), mempakoaakmud,

SAUUUPPUSUHOBASL  KUCIOmMA  (KapOEeHOKCOJIOH, Npenapamvl, Co0epacauue KopeHnvb COa00KU),

crabumenvhble cpedcmea, Cmumyaupyrowue MomopuKky Kuite1Huka

VBeln4YeHue pucKa PpPa3BUTUS TUIOKAIMEMHM IPU  OJHOBPEMEHHOM IPUMEHEHHH C
TUAPOXJIOPOTHAZUIOM (aAIUTUBHBIN 3¢ ¢dekT). Heobxonum perynspHblii KOHTPOJIb COJAEpKaHUS
Kalus B IUJJa3M€ KpOBHM, Npu HeoOxoaumocth — ero kKoppekuus. Ha ¢oue Tepanuun
THJIPOXJIOPOTUA3UIOM PEKOMEH TyETCSs IPUMEHSATh CIIa0UTEIbHbBIE CPECTBA, HE CTUMYJIUPYIOLIHE
MOTOPHKY KHMILIEYHHKA.

Cepoeunbvie 2nuko3uobl

['unokanuemMuss W TUIOMarHueMus, OOYCJIOBJICHHBIC JCHCTBUEM THA3UIHBIX JIUYPETHUKOB,
YCUJIMBAIOT TOKCUYHOCTH CEpPIAEYHBIX TJMKO3UAOB. IIpM OIHOBPEMEHHOM NPUMEHEHUU
TUIPOXJIOPOTHA3UIA U CEPACUYHBIX TNIMKO3U/IOB CIIEAYET PETYISIPHO KOHTPOIUPOBATH COJIEPKAHUE
KaJus B mia3me KpoBH, nokazarenu JKI u, mpu HE0OX0IMMOCTH, KOPPEKTUPOBATH TEPAITHIO.
Tpebyemcs enumanue

Llpyeue cunomen3usHbvle npenapambol

[ToreHnpoBaHre aHTUTHIIEPTEH3UBHOTO JACHCTBHSI THAPOXJIOPOTHAZHUA (AIAUTUBHBIN YPQEKT).
MosxeT mosSBUTBCS HEOOXOIMMOCTh B KOPPEKIUH J03bl OJHOBPEMEHHO Ha3HAUYEHHBIX
TUIIOTEH3NUBHBIX IPEMAPaTOB.

Pexkomenyercss mpekpaTUTh NpPHEM TUAPOXJIOpOTHA3UJa 3a 2—-3 AHA /O Hayaja Tepanuu
unruouropamu  AIl®D ans mpenoTBpallieHus pa3BUTHS CHMIITOMAaTHUECKOW apTepHaIbHON

runoTeH3uu. Ecinu 3T0 HEBO3MOXKHO, TO ClIEyeT CHU3UTh HaYaIbHYIO 103y HHTHONTOpOB AIID.
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Dmanon, bapbumypamol, aHMUNCUXOMUYECKUE CPEOCmEd (HetupolenmuKkiy), aHmuoenpeccanmeol,

AHKCUOJUMUKU, HAPpKOMUYeCKUe anajlbeenuKku u CD@@CWZ@CI 01 061/1461/7 anecme3uu

Bo3MOXHO ycuieHHEe aHTUTUIIEPTCH3UBHOTO JEHCTBHS THAPOXIOPOTHAZH/IA U TTOTCHIIMPOBAHUE
OpPTOCTATUYECKOM TUIOTEH3UH (3 IUTUBHBIN 2P (DHEKT).

Heoenoaapuszupyviowiue muopenaxkcanmol (Hanpumep, myOoKypapuH)

Bo3moskHo ycunenne a¢dexra HeenoIIPH3UPYIOLNINX MHOPEIaKCaHTOB.

Aopenomumemuku (npeccopuvie amunvl)

['MapoxIopoTHa3ul MOKET CHIDKaTh AIPQPEKT aJpeHOMHMETHUKOB, TAaKMX KaK JMUHEPPUH
(anmpenanuH) 1 HOpaNMHEDPHUH (HOpATPECHAIINH).

HIIBII, sxnouasa LIOI™-2 u gbicokue 003bl auemuicatuyuiogou kucaiomol (= 3 2/cymxu)

HIIBII MoryT CHMXaTh IHYPETHYECKOE U AHTUTHUIIEPTEH3UBHOE JAEHCTBUS IMAPOXJIOPOTUA3UAA.
IIpu ogHOBpeMEHHOM NpUMEHEHMM cyliecTByeT puck passutus OIIH BciencTBue cHuykeHus
CK®. I'mapoxnopoTnasul MOKET yCHIINBATh TOKCUYECKOE NEHCTBUE BBICOKUX 103 CAMIUIATOB
Ha LIEHTPAJIbHYIO HEPBHYIO CUCTEMY.

Tunocnuxemuuecxkue CDQOCH’I6CI ons npuema 6Hympbob u UHCYJIUH

TuasuaHple AUYPETHUKU BIMAIOT Ha TOJEPAHTHOCTh K TJIOKO3€ (BO3MOXHO pa3BUTHE
TUNEPIIMKEMUH) M CHUXAIT 3((EKTUBHOCTh TMIONIMKEMUYECKHX CpPEACTB  (MOXKET
noTpebOBaThCS KOPPEKLUS O3Bl TUIIOTTIMKEMUYECKUX CPEICTB).

Crnenyet ¢ 0CTOPOKHOCTBHIO OJJHOBPEMEHHO MMPUMEHSTH THIPOXJIOPOTHA3UA U METPOPMUH B CBSI3U
C PHUCKOM pa3BUTUS JaKToalMjao3a Ha (oHe HapyleHus (YyHKIUM T0YeK, BBI3BAHHOTO
TUAPOXJIOPOTUAZHIOM.

Bbema-aopenobrokamopul, ouazokcuo

OpnHOBpeMEHHOE MPUMEHEHUE THa3HJHBIX JUYPETUKOB (BKJIIOYas TMAPOXJIOpPOTHA3HuI) ¢ Oera-
a/IpeHO0JI0KaTOpaMy MITH TUa30KCHIOM MOYKET YBEJTMUMBATh PUCK PA3BUTHUS TUIIEPTIIMKEMHUH.

Jlexapcmeennvle  npenapamvl, NPpUMEHAwuecs OaA  JeyeHus  nooazpul  (npobeneuuo,

CYAbOUHNUDAZOH, QLIONYDUHOI)

MokeT MmoTpeOoBaThCsl KOPPEKITUS JT03bI YPUKO3YPHUECKUX JICKAPCTBEHHBIX CPEJICTB, TaK Kak
TUAPOXJIOPOTHA3U]] YBETUYMBACT KOHIICHTPAIIMIO MOYEBOW KHCIOTHI B CHIBOPOTKE KPOBH.
TuasuaHble TUYPETUKY MOTYT YBEIHMUMBATH YACTOTY PA3BUTHUS PEaKIUil TUIIEPYYBCTBUTEILHOCTH
K aJUTOITypUHOITY.

Amanmaoun

TuasuaHple AUYpeTUKH (BKIIIOYas THAPOXJIOPOTHA3U[) MOTYT CHIDKATh KIMPEHC aMaHTaJlMHa,
MPUBOJUTH K MOBBIMICHUIO KOHIICHTPAIIMM aMaHTa/JMHA B TJIa3Me KPOBH W YBEIUYHMBATH PHCK
Pa3BUTHUS HEXKEIATCIILHBIX PEAKITHH.

Aumuxoaunepeuyeckue npenapamaol (XOﬂuH06ﬂ0Kam0Dbl)
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AHTUXOJMHEPrUuecKue TIpenaparsl (HampuMmep, aTpoNuH, OWMEpUIeH) YBEIUYUBAIOT
OMOIOCTYTHOCTh THA3UIHBIX IMYPETUKOB 32 CUET CHUIKEHUS MOTOPHUKHU JKETyT0YHO-KUIIIEYHOTO
TpPaKTa U CKOPOCTH OMOPOKHEHUS KETYIKA.

Humomoxcuueckue (I’ll?OWlM@OOI’lVXOJZB@ble) npenapanibl

TuasumHble IUYPETUKHA YMEHBIIAIOT MOYEUYHYHO 3KCKPEIUI0 MUTOTOKCUYECKHUX JIEKAPCTBEHHBIX
cpenctB  (Hampumep, mukiIodpochamMuma W METOTpEeKcaTa) MW MOTSHIMPYIOT — HX
MUEJIOCYIIPECCUBHOE JCUCTBUE.

Memundona

Onucanbl  Cllydal  TeMOJHMTHYECKOH  aHEMHM TpPU  OJHOBPEMEHHOM  IPUMEHECHUU
THIPOXJIOPOTHA3UAA U METHIIIONIBI.

IIpomusosnunenmuueckue npenapamol (Kap6amasenun, 0KCKCZD6CZ3€I’ZMH, monupaMam)

Puck Pa3BUTHA CUMIITOMATHUUYECKOM TUIIOHAaTpUCMHUHU. HpI/I OJHOBPCMCHHOM IIPHUMCHCHHUU
TUApPOXJIOpOoTHA3na U Kap6aMa3enHHa HCO6X0)II/IMO Ha6J'IIOI[eHI/IC 3a COCTOAHHMECM ITallMCHTA U
KOHTPOJIb COJACp:KaHHA HaTpHAd B CbBIBOPOTKE KPOBH. HpI/I OOJHOBPCMCHHOM IIPUMCHCHHU
TUAPOXJIOpOTHA3KJa U TOIMpaMaTa TaKXKE CJICAYCT KOHTPOJIHUPOBATH KOHICHTPALUIO TOIIMpaMara
B CBIBOPOTKC KpOBH, IIpHU HeO6XO,I[I/IMOCTI/I CJICAYCT HA3HAUUTh Ipelaparbl KaJInudgd WIA
KOPPCKTHUPOBATH 403y TOIIMpaMara.

CenexmusHble HH2M6um0Dbl 06pamH020 3axeama CeEponmoHURA

IIpn OTHOBPEMEHHOM NPUMEHEHHM C THA3WIHBIMH JHYPETUKAMH BO3MOYKHO IOTEHLIUPOBAHUE
runoHarpueMuu. HeoO0xoauM KOHTPOJIb coiepKaHusl HaTpusl B IJIa3Me KPOBH.

Luxnocnopun

IIpn OTHOBpEMEHHOM NPUMEHEHUN THA3HMJHBIX JTUYPETUKOB M LMKIOCIHOPHUHA YBEIUYMBACTCS
PHUCK pa3BUTUS TUIIEPYPUKEMUU U O0OCTPEHUSI I1OAArPHI.

Hepopaﬂbele AHMUKOAZYJIAIHIMbl

TuasuHble TUYPETUKH MOTYT YMEHBIIATh 3P PEKT MepopaibHbIX aHTUKOAryJISHTOB.

Hodcodepofcamue KOHmMpdAacmHvle eeujecmed

OO6e3BokMBaHME OpraHu3Ma Ha (GOHE MpHeMa THUA3HIHBIX JUYPETHKOB YBEIMUHMBAET PHUCK
pasButust OIIH, ocoGeHHO HpHM NPUMEHEHUHM BBICOKHX J103 HOJCOMAEPKAIIMX KOHTPACTHBIX
BemecTB. Ilepen mnpumeHeHneM HOJCOAEp)KALIMX KOHTPACTHBIX BEIIECTB HEOOXOIMMO
KOMITIEHCHPOBATh ITOTEPIO KUIAKOCTH.

Ipenapamul xanvyus

HpI/I OITHOBPEMCHHOM ITPUMCHCHHUH BO3MOKHO ITOBLIICHUEC COACPKAHU KAJIbILUS B INIa3ME KPOBU
1 PA3BUTHUC THIICPKAIIBIUEMHUU BCIICACTBUC CHUKCHHN A BBIBCACHUS NOHOB KaJIbIIUSA ITOYKAMMU. Ecau

HEOOXOAMMO OJTHOBPEMEHHOE HAa3HAUYCHHME KaJbIMHACOACPIKAINX JICKAPCTBEHHBIX CPEICTB, TO
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cleyeT KOHTPOJIMPOBAaTh COJAEpKAHME KajblUsl B IUIa3Me€ KPOBU U KOPPEKTUPOBATH 03y
IIPENapaToB KaJlbLus.

AHuounble 0OMEHHbLE CMOIbL (KO]Z@CWZMDCIMMH u KOJI@CI’I’ZLH’ZOJZ)

AHNOHHBIE 0OMEHHBIE CMOJIbl YMEHBLIAIOT a0COpOLMIO ruApoxsIopoTHasuaa. OJHOKpaTHbIE 1036l
KOJIECTUpAMHMHA U KOJIECTUIIONA YMEHBLIAIOT BCAChIBAHUE THAPOXJIOPOTHA3UJA B KEIyIOYHO-
KUIIEYHOM TpakTe Ha 85 % u 43 % COOTBETCTBEHHO.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMSA

bepemeHHOCTD

Bancapman

[Tpumenenne APA Il B | Tpumectpe GepemenHocTn He pexkomenayercs. [Ipumenenne APA Il
npotuBonokasaHo Bo |-l pumecTpax OepeMeHHOCTH, MOCKOJIBKY NpuMeHeHue Bo |l-
Il TpumecTpax OEPEeMEHHOCTH MOXKET BBI3bIBATh (heToTOKCcHUYeckne dS(OQPEKTh (CHMKCHHE
(GYHKLIMU OYEK, MAJIOBO/INE, 3aMe/IJIEeHHE OKOCTEHEHUsI KOCTE! yepena IJ10/a) U HeOHaTalbHble
TOKCHYECKHEe  APQEeKTsl  (MOYEUHYI0  HEIOCTaTOYHOCTh, apTEPUATBHYIO THIIOTCH3HIO,
runepkanuemMuto). Mimerorcst cooO1IeHNs 0 CaMOIPOU3BOJIbHBIX a00pTaX y KEHIIMH, MAaJIOBOANH,
a TakkKe O HapyleHHHM (QYHKLUHUU IOYEK y HOBOPOXKIEHHBIX, MAaTepu KOTOPBIX BO BpeMs
0epeMEHHOCTH HEYMBIIIICHHO MOIy4ail BaJCapTaH.

Ecnu npenapat Bce-taku npumensuics Bo II-III Tpumectpax GepeMEeHHOCTH, TO HEOOXOAMMO
IIPOBECTH YJIBTPA3BYKOBOE UCCIIEIOBAHHE [TOUEK U KOCTEH uepena Iioa.

[Tpu nnaHMpoBaHUU OGEPEMEHHOCTH PEKOMEHYeTCsl MallMeHTKY NepeBeCTH Ha allbTepHATUBHYIO
TUIOTEH3UBHYIO TEPAIMIO ¢ y4eTOM Mpoduiist 6€30MacHOCTH.

HoBopoxnennsie, matepu kotopbix nonydanu APA |l Bo Bpems 6epeMeHHOCTH, HYKJAIOTCS B
MEAMIIMHCKOM Ha0JIOJIEHUH, TaK KaK CYIECTBYET PUCK pa3BUTHsI apTepUaIbHON THITOTEH3UH.
T'uopoxnopomuazuo

OnsIT NpUMEHEHMs THAPOXJIOPOTHA3UA BO BpeMsi OepeMeHHOCTH, ocobeHHO B | Tpumectpe,
orpaHuueH. ['MIpoxyiopoTHasuj NpOHUKaeT depe3 IulalueHTy. [Ipu mpUMEeHEHHWH THa3HIHBIX
muypetukoB Bo lI-Ill TpumecTtpe OepemMeHHOCTH BO3MOXKHO pa3BUTHE TPOMOOIMTONECHUH,
HapyLIEHHs BOJAHO-3JIEKTPOIUTHOTO OallaHca, )KEATYXH y IJI0a WK HOBOPOXKJIECHHOTO.

[Tpu nonTBepxeHnn 6epemenHoctu npenapaTt Bambscakop HJ 160 Heo6xoaumMo OTMEHHUThH Kak
MO>KHO paHblIe.

Jlakranus

Het nanHHBIX 0 BBIJENEHHM BaJicapTaHa B TPyJHOE MOJIOKO. [ MIpOoXJIOopoTHa3ua BBIAETSETCS C
IPyIHBIM MOJIOKOM Y >KEHIIMH.

[Ipu ©HeoOxomuMocTH mnpuMeHeHHs mnpemnapata Bamscakop HI[ 160 B mepuox mnakranuu

HE00XO0IUMO MPEKPATUTh I'PyAHOE BCKapMIIMBAHUE.
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4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHNu3MaMu

B cBs131 ¢ BO3MOKHOCTBIO BO3HUKHOBEHHSI TOJIOBOKPY>KEHUS WK cl1ab0CTH HAa POHE MTPUMEHEHHS
npenapara Banbcakop HJ[ 160 HeoOxomumo coOt0aTh OCTOPOKHOCTh TMPH  YIPaBICHUU
TPAHCIIOPTHBIMU CPEJCTBAMH M MEXaHU3MaMHU, TPEOYIOIIMMH IOBBIIICHHOW KOHLEHTPALUU
BHUMAaHUS ¥ OBICTPOTHI TICHXOMOTOPHBIX PEAKIIHIA.

4.8. HexenarejbHbIe peakuuu

TabanuHoe pE3IOME HEKENATCIbLHBIX PEAKINN

YacTora BCTPEYaeMOCTH OIpejeseHa CleaylommuM obpa3oM: odeHb wacto (> 1/10), wacro
(or>1/100 mo < 1/10), meuacro (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oueHb penko (< 1/10000), gactora HewsBecTHa (MCXOA M3 HMMEIOIIMXCS JAHHBIX YACTOTY
BO3HUKHOBEHHSI OIPEIEIIUTH HEBO3MOYXKHO).

HexenaresbHble peakiuy CrPYIIUPOBAHBI B COOTBETCTBHH C TIOPSIKOM Ha OCHOBAHHH CHCTEMHO-

opranubix kinaccos (COK).

CucreMHO-OpraHHbIi HexenarenbHasi Baucapran + Bascapran | I'mapoxsioporu
KJ1acc peaxuus (HP) THAPOXJIOPOT a3uj
Ha3uja
Hapymenus co | CHmwxeHme - Yacrora -
CTOPOHBI KPOBH M | FeMOTJI00HMHA HEU3BECTHA
JuMpaTuyeckoit CHuxeHHne reMaTOKpHUTa
CHCTEeMBI TpomOGonuToneHus
TpombonuToneHwus, - - Penxo

WHOTI'ZIA C MyPITypOi

ArpaHyJIOIUTO3 - - OueHb penko
YruereHue
KOCTHOMO3IOBOTO
KpOBETBOPEHHS
I'emonutnyeckas
AHEeMHUS

JlelikonneHus

Arutactrdeckas aHeMus | - - Yacrtora

HCHU3BCCTHA

Hapymenus co | Peakuun - Yacrora Ouenb penko
CTOPOHBI HMMMYHHOM | TMIIEPYYBCTBUTEIBHOCT HEWU3BECTHA

CHUCTEMBI n
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Anneprudeckue - Yacrora -
peaxuuy, BKJIIOYast HEU3BECTHA
CBIBOPOTOYHYIO 0OJIE3HB
Hapymenus Herunparanus Heuacto - -
MeTabo/1u3Ma u | IloBbiieHue - Yacrora -
NHUTAHHA COJIep)KaHusl Kalaus B HEU3BECTHA
CBIBOPOTKE KPOBH
I'mnonarpuemus - Yacrora Yacro
HEU3BECTHA
I'mnoxanuemus - - OueHp  YacTo
[ToBwimeHue (ocobeHHO  Ha
KOHILIEHTPALH JUIIHUAO0B (oHE BBICOKHX
B IUIa3M€ KPOBH 103
THIPOXJIOPOTHA
3U)
I'mmomaranemus - - Yacro
I'unepypukemus
I'unepkanbiueMus - - Penxo
I'mnepriovkemus
I'mroko3ypust u
yXyALLIEHUE TE€YECHUA
caxapHoro juadera
TI'unoxnopemMuueckuii - - Ouens peako
aJIKajo3
Icuxuveckne Hapyumienue cHa - - Penko
HapyLUIeHHUs! Henpeccus
Hapymenus co | ['onoBHas 6op Yacto - Penko
CTOPOHBLI  HepBHOI | [Tapecre3us Heuacro - Penxo
CHCTEeMBI T'onoBokpy:keHune OueHb penko - Penxo
O6MOpoK Yactota - -
HEU3BECTHA
Hapymenus co | HeuerkocTh Heuacto - -
CTOPOHBI opraHa | 3pUTeIbHOTO
3peHus BOCTIPHUSTHS
Hapymenne 3peHus | - - Penxo
(ocobeHHO B  mEpBBIC
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HCCKOJIBKO HCOCIIb

JICUCHIS )

OcTpoIid MIPUCTYT
3aKPBITOYTOJIBHOM
[JIayKOMBI

Xopurou1ajibHbIA BBITIOT

YacToTa

HCU3BCCTHA

Hapymenns co
CTOPOHBI opraHa

cJIyxa u JJadMpHuHTA

[ITym B ymax

Heuacto

Bepruro

Heuacto

Hapymenns co

CTOPOHLI cepaua

Aputmuu

Penxo

Hapymenus co

CTOPOHBI COCY/I0B

BripaxkeHHOE CHIKEHUE

ALl

Heuacto

OpTtocraruueckas
TUTIOTCH3HS (MoXxeT
YCUIINBAThCS npu
OJTHOBPEMEHHOM
MIPIMEHEHUH  HTAaHOJA,
CCAAaTUBHBIX HJIn
00e300TMBAFOIIIX

CpEeICTB)

Yacto

Backynut

Yacrora

HCHU3BCCTHA

[Mepudepuyeckue oTeku

Heuacto

Hapymenus co
CTOPOHBI
AbIXaTeJIbHOM
CHCTeMBbI, OpPraHoOB
TPYJAHOH KJIETKH W

cpenocTeHust

Kamrens

Heuacto

Hexapauorennsiii  orek

JICTKHUX

YacToTa

HCHU3BCCTHA

Pecnimparophslit
JHUCTPECC-CHHAPOM,
BKJIIOYAsT OTEK JIETKUX U

ITHCBMOHUT

Ouensb peako

OcTperit
pecnuparopHbIi
TUCTPECC-CHHIPOM
(OPIC) (cm.
4.4)

paznen

Ouens peako

TomrHoTa

Heuacto
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Keaynouno-
KHIIIeYHbIe

HapyLUeHHUsI

Boir B ;xuBOTE

Heuacto

Huapes

OdeHb penko

Penxo

CHIKeHre anmeTHuTa
YMepeHHO BbIpaKEHHBIE

TOIITHOTA U pBOTa

Yacto

Hduckom¢popT B )KUBOTE

3anop

Penxo

[Tankpearut

Ouens peako

Hapymenns co
CTOPOHBI MEYEHU U
KeJI4eBbIBOAAIIINX

nmyrei

IToBeIICHUE
aAKTUBHOCTH
«TIEYCHOYHBIX)
(depMeHTOB B IIA3ME

KpOBU

Yacrora

HCU3BCCTHA

BuyTpuneueHouHbIH

X0JIECTA3 WJIM XKEITyXa

Penko

Hapymenus co
CTOPOHBI KOXH H

MOAKOKHBIX TKaHel

AHTHOHEBPOTHYECKHIA
OTEK

KoxkHast chITb
Koxxnerit 3y1

BynnesHslii nepmarur

Yacrtora

HCHU3BCCTHA

Kpanusauma u apyrue

(hOpMBI KOXKHOM CHITTH

Yacto

dorocencndbumn3anus

Penxo

Hexkpotuzupyromuii
BacCKyJIUT u
TOKCUYECKUU
AMUIEPMAITEHBIN
HEKpOJIHU3
BomyanounononoOHbIe
peakuuun
Ob6ocTpenne

KOXXHBIX

nposisiieanii CKB

OueHsb peako

MynbsrudopmHas - - Yacrora
apurema HEU3BECTHA
Hapymenus co | Muanrus Heuacto - -
CTOPOHBI MBIIIEYHOH, | MEIIICYHEIH cr1a3M - - Yacrota
CKeJIETHOM U HEU3BECTHA
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CBIBOPOTKE KPOBHU
IloBeiICHNE
KOHIICHTPAIAN
KpeaTuHUHA B
CBIBOPOTKE KPOBU
['unmonarpuemus
I'unokanuemus
Hefitponenus
IloBEIICHNE
KOHIICHTPAINH
OCTaTOYHOTO aszora

MOYE€BHUHBI B CBIBOPOTKE

KpOBH

COeTMHHUTEIbHOI ApTtpanrus OdeHnb penko - -
TKaHH
Hapymenus co | Hapymenne  ¢ynkumu | Yacrora - Yacrora
CTOPOHBLI MOYeK M | [I0YEK HEU3BECTHA HEU3BECTHA
MOYeBbIBOASIIIMX [Toueunas - Yacrora -
nyrei HEA0CTaTOYHOCTh HEU3BECTHA
OITH - - Yacrora
HEU3BECTHA
Hapymenns co | Umnorenuus - - Yacro
CTOPOHBI
pPenpoayKTHBHOM
CUCTEMBI u
MOJIOYHBIX KeJe3
OO0wmue HapymeHnus v | [loBbilieHHas Heuvacto - -
peakuuu B  MecTe | yTOMJISIEMOCTb
BBeJICHHUS I'mneprepmus - - Yacrora
AcTenus HEN3BECTHA
JlabopaTopHbIe u | IloBblienue Yacrota - -
HHCTPYMEHTAJIbHBIE | KOHIICHTpAIlMM MOYEBOW | HEM3BECTHA
AaHHbIE KHCIIOTBI B CBIBOPOTKE
KpOBH
IToBbilIeHNE
KOHLIEHTpALUU
OownpyOrHa B

Omnucanue OTCIBbHBIX HEXKCIATCIbHBIX PEaKIIUi
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Bancapman

Crnenyromme HP nHaOnromanuch Npu W3yYeHWH KIMHWYECKOTO TPHUMEHEHUsS BajicapTaHa y
MAalMEHTOB C apTepUaIbHON TUNEPTEH3UEN HE3aBUCUMO OT UX MPUYMHHOM CBSI3U C IPUMEHEHUEM
BajicapTaHa: apTpairus, acreHusi, 00Jib B CIMHE, JUapes, TOJIOBOKPYKEHHE, TOJIOBHAsI OOJib,
OeccoHHMIAa, CHUXKEHHME JUOUIO, TOIIHOTA, OTEKH, (DapUHTUT, PUHUT, CUHYCUT, HH(EKIUU
BEPXHUX JIBIXaTEIBbHBIX ITyTCH, BUPYCHBIC HH(EKITHH.

Bancapman + eudpoxiopomuazuo

[Tpu U3YYCHUU KJIIMHUYECKOTO MIPUMEHEHUS (buKcHpoBaHHOI KOMOHMHAIIUU
BajicapTaH + rUApOXJIOPOTHA3U Yy MalMEeHTOB C apTEepUaJbHOM TUIEepPTEeH3HeH HaOII0AaNuCh
cienytourre HP 6e3 oueBHIHOMN CBSI3U € IPUEMOM Ipernapara: 00Jib B )KHUBOTE, OO B BEpXHEH
YacTH KUBOTa, TPEBOTa, ApTPUT, ACTCHUS, 00JIb B CIUHE, OPOHXUT (B TOM YHCJIE OCTPHIii), O0Jb B
TPyAH, TOCTYpPaIIbHOE TOJIOBOKPY>KEHHUE, AMCIIEIICHUS, OJBIIIKA, CYXOCTh CIH3UCTONH 000JIOYKU
MOJIOCTH PTa, HOCOBOE KPOBOTEUEHHUE, IPEKTUIIbHAS NUCHYHKIHUSA, TaCTPOIHTEPUT, TOJOBHAs
00J1b, TIOBBIIICHHOE IMOTOOTACICHHUE, TUIIECTE3Us, TPUIIIONOI00HOE COCTOsIHUE, OECCOHHUIIA,
pacTsDKEHUE CBSI30K, MBIIICYHBIM CHa3M, MBIIICYHBIA THUIIEPTOHYC, 3aJI0KEHHOCTh HOCA,
Ha30(apUHTUT, TOIIHOTA, OONb B Iee, mHepudepuueckre OTEeKH, CpPeAHHH OTUT, OOJb B
KOHEYHOCTSIX, YYallleHHOe cepluedrenne, 00 B TOPTAaHU U TIOTKE, MUPEKCHUs, MOJJIaKuypus,
TUTIEPTEPMHUSI, CUHYCUT, COHJIMBOCTh, MH(MEKIIMU BEPXHHUX JbIXaTEIbHBIX MyTeH, WH)EKInu
MOYEBBIBOJIAIINX MyTEH, BEPTUTO, BUPYCHBIC MHPEKIINH, HAPYIICHUE 3PCHHUS.

COO6H.I€HI/IG 0 TOAO03PECBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mate 0 TMOA03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsAX IMOCle pPerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeauiuHCKUM paOOTHUKAM pPEKOMEHIYyeTcs
coo0IaTe O JIOOBIX TOI03PEBACMbBIX HEXKENATENbHBIX PEaKIUAX JEKApCTBEHHOTO Ipemnapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIIECHUS O HEKEIaTeNbHBIX PEAKIIHIX TOCyIapCTB — YJICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickaa ®@eoepayus

109012, r. Mocksa, CnaBsiHCKas 11, 1. 4, cTp. 1

®denepanbHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUs

Ten.: +7 (800) 550 99 03

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caii: https://roszdravnadzor.gov.ru

Pecnybauxa Benapyco

220037, r. Munck, ToBapuilieckuii mep., 1. 2a
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PecniyOnukanckoe  yHutapHoe —mpennpustue  «LleHTp dSKcmepTM3 W UCHBITAaHWN B
3/IpaBOOXPaHEHUM

Ten.: +375 (17) 242 00 29

Anpec 311, mouthl: repl@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiion baiikonslp, r. AcraHa, yi. A. Imanosa, a. 13, BL «Hypcayzer 2»

PI'TI na ITXB «HauuoHaJIbHBINA LEHTP SKCHEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3nenuit» Komutera MemuIIMHCKOTO M (apMaleBTUYECKOro KOHTpoJisi MuUHHUCTepCTBa
3apaBooxpanenus PecniyOnuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, np. Komuraca, 1. 49/5

«Hay4HbIii LIEHTp AKCHEPTU3Bl JIEKAPCTB W MEIUIIMHCKUX TEXHOJIOTUA HMMEHHM aKaJeMHKa
3. N'abpuensua»

Ten.: +374 60 83 00 73

Anpec 3. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

4.9. Ilepeno3npoBka

CuMIITOMBI

OCHOBHBIM OXHJIaEMBIM TIPOSIBIICHUEM TIEPEIO3UPOBKH BaJCapTaHa SBISETCS BBIPAKCHHOE
camkenne AJl, KoTopoe MOKET MPUBECTH K HAPYIIICHUIO CO3HAHMUS, KOJUTancy u (win) moky. [Tpu
Nepe03UPOBKE TUAPOXIOPOTHA3HAA BOSMOXKHO Pa3BUTHE CIEAYIOIMIMX CUMITOMOB: TOIIHOTA,
cornmmBOCTh, cHIkeHue OILIK, HapymieHuWs puTMa cepilla W Clia3M MBI, BBI3BAHHBIE
HapyIIEHUEM BOJTHO-DJIEKTPOIUTHOTO OajaHca.

Jleuenue

CuMnrTomMaTH4ecKoe M 3aBUCUT OT BPEMEHH, MPOIIEAIIEro ¢ MOMEHTA MprueMa mpernapara, U oT
CTCTICHH TSHKECTH CHMITTOMOB. B cilydae paHHEeH TUAarHOCTUKHU MEePEI03HPOBKH PEKOMEHI0BAHO
BBI3BaTh PBOTY U (WIH) TMPOMBITH KenyAok. CremayeT CcTaOMIU3MPOBATh TOKa3aTeln
remoguHamMuku. [lpu BelpaxkeHHOM cHUkeHHH AJ] HEoOXOoIMMO TepeBeCTH MalleHTa B
TOPU30HTAIILHOE TOJIOKEHHE C MPUITIOAHATHIMU BBepX Horamu u BocronHuTh OLIK (B/B BBecTH
0,9 % pactBOp HaTpus XJOpPHAA) MOJA KOHTPOJIEM IOKa3arejel TeMOAMHAMHKH W JIuypesa.

BancapTaH HE BBIBOAUTCA C IIOMOIIBIO TIeéMoOJualiu3a, TaK KaK 3Ha4YWUTCJIbHas €ro 4actb
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CBS3BIBAETCA C OcaxkaMM I1J1a3MBbl KpOBH. Fnapoxnopomamz[ BBIBOAUTCA C ITOMOIIBIO

réeMoauainia.

5. ®APMAKOJOTMYECKHUE CBOVCTBA
5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA
®apMakoTepaneBTUYECKass TpyIIa: CpPeACTBa, ACHCTBYIOIIME HAa PEHUH-AaHTMOTEH3HMHOBYIO
CUCTEMY; aHTAarOHUCTHl PELENTOPOB aHIMOTEH3UHA ||, KOMOMHAIMK; aHTAarOHUCTHI PELEITOPOB
anruorensuHa |l u muyperuxu.
Kon ATX: CO9DAO3
[Ipenapatr Banbscakop HJ] 160 — koMOMHHMpOBaHHBIH THUIOTEH3UBHBIN Ipemapar, B COCTaB
koToporo BxoaitT APA Il u TnazuaHelii AMypeTuxK.

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

Bancapman

Bancapran sBnsercs cenektuBHbIM APA || 115 npuema BHyTpb HEOEIKOBOM NPUPOIBIL.
N3buparensno Omokupyer ATi-perienTopbl, OTBETCTBEHHBIE 3a Ba3OINPECCOPHOE JCHCTBUE
anruorensuHa ll. Caencreuem 6nokaasl ATi-perientopoB sBISETCS MOBBILIEHUE KOHIEHTPAUU
aHruoreHsuHa |l B mima3me KpoBH, KOTOPOE MOXKET CTUMYJIMPOBATh He3a0noKupoBaHHbIE AT2-
PELeNTOpPHl, 4YTO YPAaBHOBEIIMBAET Ba30MpeccopHbIe YD PEKThI, CBI3aHHBIE C BO30Yy)aeHneM AT1-
peuenTopoB. Bancapran He UMeeT arOHUCTUYECKON aKTUBHOCTH B oTHOoLeHUH AT1-perientopos.
Ero cponctBo k ATi-penenropam npumepHo B 20000 pa3 Beie, uem k AT2-penentopam.
Bancapran He unrubupyer AII®, u3BecTHBIH Takke Kak KuHHMHA3a ||, koTophlii mpeBpaiaer
anrnoteH3uH | B anrnorensud |l u pazpymaer OpaaukuHuH. B cBsi3u ¢ OTCYTCTBHEM BIIMSHUA Ha
All®, e norenuupyrotcs 3 dexTsl OpagukuHuHa U cyocraniuu P. Yactora pa3BuTHS CyXoro
Kallll HUKE Yy ManueHToB, nonydaBmnx APA |l, B cpaBHeHHHU ¢ manueHTaMH, MOJTy4aBLIIMMU
unruouropsl AII®. Bancapran He BcTymaeT BO B3aMMOJAEHCTBHE M HE OJOKUPYET PeLenTOpsbI
JIpYruX TOPMOHOB WJIM HOHHBIE KaHajbl, Y4aCTBYIOUIME B PErysiuu (yHKUUN cepaeyHo-
COCYJMCTOIN CUCTEMBI.

ITpu neyeHMM apTepuanbHOM TMNEPTEH3UM BajcapTaH cHWkaeT AJl, He BiIMsAA HAa YacTOTy
cepaeunbix cokpamienuit (UCC).

[Tocne mpuema BHYTpb pa30BOM J103bl BajicapTaHa aHTUTUIIEPTEH3UBHBIN 3PGEKT pa3BUBaeTCs B
TeYeHWe 2 9acoB, a MakcuMaibHOe CcHWkeHne AJl mocturaercst depe3 4—6 4acos.
AHTHUTUNIEpTeH3UBHBIH 3((deKkT BancapTaHa COXpaHsAETCs B TeuyeHue 24 4acoB IOCIE €ro
npuMeHeHud. [Ipy MOCTOSSHHOM NPHUMEHEHUH BajcapTaHa MakCHMallbHOE CHMKeHue AJl BHe
3aBUCUMOCTH OT JI03bl JIOCTUTaeTcsl yepe3 2—4 Helenu U MOAJEPKUBAETCS HAa JOCTUTHYTOM

YpOBHE B XO/I€ JUIUTEIHHON TEpaIuu.
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OnHOBpEMEHHOE NPUMEHEHHE C THJIPOXJIOPOTHA3UAOM IIO3BOJISIET JOCTHYb 3HAYMMOIO
JIOTIOJIHUTENBHOTO CHUXKeHUst Al

BHe3anHas oTMeHa BasicapTaHa HE CONPOBOXAAETCS Pe3KMM MOBbImeHHEM A/ wnu npyrumu
HE)KEeNNaTeIbHBIMU KIMHUYECKMMHU MOCIEICTBUSMU.

T'uopoxnopomuasuo

Toukol NPUIOKEHUS NEHCTBUS THA3HIHBIX JUYPETUKOB SIBIISIOTCS TUCTAJIbHBIC W3BHUTHIC
noyeuHble KaHaubIbl. [Ipyu BO3AEHCTBUM THA3UAHBIX JAUYPETHKOB Ha BBICOKOYYBCTBUTEIHHBIC
peLenTopsl JAUCTANbHBIX KaHAIbLEB KOPKOBOIO CJOA IIOYEK IPOUCXOIUT IOJaBJICHUE
peabcopouuu nonos Hatpus (Na*) u xaopa (CI). [Togasnenue ko-TpancrnopTHoii cucteMbl Na™ u
Cl, mo-BuauMOMy, MPOMCXOAMT 3a CUET KOHKYPEHIMHU 3a y4acTku cBsi3biBanHus Cl” B naHHOI
CHCTEME, YTO TPUBOAUT K YBeIMYeHHIO SKckpernn noHoB Na* u Cl” mpumepHO B 0JMHAKOBOIA
CTEIIEHHU.

B pesynbrare nuyperuueckoro aeictBus HaOmogaercs ymenslnenue OLIK, Bciencrsue uero
MOBBIINIACTCS AKTHBHOCTh PEHWHA, CEKpEIHs allbJOCTEPOHA, BBIBEIECHHE MNOYKAMH Kalus H,
CJIEZIOBATENILHO, TIPOUCXOUT CHIDKEHHE COJCPKAHUS KalHs B CHIBOPOTKE KPOBU. CBS3b MEKIY
PEHUHOM M aJIbJIOCTEPOHOM ONOCPENYeTCsl aHTHOTeH3UHOM |l, mo3TOMy CHUXKEHUe colepKaHus
KaIus B CHIBOPOTKE KpPOBM HpPHU OIHOBPEMEHHOM IPUMEHEHHHM T'MIPOXJOpPOTHa3uaa ¢
BaJICApPTaHOM MEHEE BBIPAXKEHO, YeM P MOHOTEPAITUHU THAPOXIOPOTHAZUIIOM.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Bascapran

Abcopbyus

[Tocne mpuema BancaptaHa BHYTPh Cmax B TUIa3Me KPOBU JIOCTUTAETCS B T€UEHHE 2—4 YacoB.
Cpennsist abconmoTHass OMOJOCTYHIHOCTh cocTaBisieT 23 %. [Ipu mpueme BasicapTaHa ¢ muiuen
AUC u Cmax B mutazme kpoBu yMenbInatotcst Ha 40 % u 50 % cootBeTcTBeHHO. TeM He MeHee,
yepe3 § yacoB Iociie MpreMa BajicapTaHa, PUHATOTO HATOUIAK WJIM C MUILEH, ero Mnjia3MeHHbIe
KOHIICHTpaluu OBLTH OJAMHAKOBBI B 00emx Tpymmax. YMmenesiienne AUC He compoBokmaercs
KJIMHUYECKH 3HAYMMBIM CHW)KEHHEM TepareBTHUECKoro A¢deKkra BajcapTaHa, I[03TOMY
BaJicapTaH MOXHO MPUHUMATh HE3aBHCUMO OT BPEMEHH IpreMa MUIIIH.

Pacnpeoenenue

O6nem pacnipenenenus (Vq) BajacapTaHa B Iepruo PaBHOBECHOT'O COCTOSIHUS TTOCJIC B/B BBEJICHUS
COCTABJISIIT OKOJIO 17 1, 9TO yKa3bIBaeT Ha OTCYTCTBHE BHIPAXKEHHOTO paclpeIeNieHHsI BaJcapTaHa
B TKaHAX. BajcapraH akTHUBHO CBs3bIBacTCS ¢ Oeiakamu Iuia3Mbel KpoBu (94-97 %),
PEUMYIIECTBEHHO C aJIbOyMHHOM.

buompancpopmayus
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Bancapran He moxaBepraercs cyliecTBeHHOH OuoTpanchopmanuu, Tosibko okosno 20 % 103bl,
NPUHATON BHYTPH, BBIBOJAUTCS B BUJIE META0OIMUTOB. | MAPOKCUIIBHBIN METAOOIUT ONpeaesieTcs
B IJTa3Me KPOBU B HU3KHX KOHIEeHTpauusax (MeHee 10 % ot AUC Bancaprana). DTOT MeTabOIHUT
He o0aaeT papMakoIOrH4eckoil akTUBHOCTBIO.

Inumunayus

Bancapran BeiBoguTCs AByX(a3Ho: o-dasza ¢ nepuoaom monyBeiBeacHus (TV2q) menee | yaca u
B-thaza c T'2p — oxono 9 yacoB. Bancapran BEIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIE Y€pe3
kuiedHuk (okoio 83 %) u nmoukamu (okoisio 13 %). [lociie B/B BBe[eHUs MIa3MEHHBIN KIUPEHC
BajicapTaHa COCTaBIISIET OKOJIO 2 Ji/4ac, moueuHblit kiupeHc — 0,62 n/gac (oxono 30 % ot ob1iero
kiupenca). TY: Bancaprana cocraBmusieT 6 4acos.

®dapMaKOKMHETHKA BajcapTaHa B JMAaNa30He TeParNeBTUUYECKHUX /103 HOCUT JTUHEHHBINA XapakTep.
[Tpu MOBTOPHOM MPUMEHEHUH BaliCapTaHa MU3MEHEHUN (hapMaKOKMHETHUECKUX TOoKa3aTesiel He
orMmevanock. Ilpu mpueme BascapraHa OJWH pa3 B CYTKH KyMyJALUsS HE3HAYUTEIbHA.
[Tna3MeHHBIE KOHLIEHTPAIMH BaJCapTaHa OJMHAKOBBI y MY>KYHH U JKEHIIWH.

I'mapoxnopoTHasug

Abcopoyus

[Tpu mpueme BHYTpb THAPOXIOPOTHAZH]] BCACHIBAETCS OBICTPO. Cmax B TIa3Me KPOBH JOCTHTACTCS
yepes 2 yaca moclie mpruemMa BHyTpb. B TeparneBTrudeckoM auama3one 103 cpeanss Bennanaa AUC
BO3pACTaeT MpsIMO MPONOPLHUOHAIBHO YBEIMYEHHUIO 703bl. OJTHOBPEMEHHBINH MpHEM C MUIlel
MOYKET MPHUBECTH K YBEIMUYCHHUIO UM YMEHBLICHHUIO CUCTEMHOW JIOCTYIHOCTH IO CPaBHEHMIO C
IIPUEMOM HATOIIAK, TAHHBIC H3MEHEHHUS He UMEIOT KIIMHIMYECKOTo 3HaueHus. [Ipu nmpueme BHyTph
abcoJoTHast OMOJOCTYITHOCTh THAPOXJIOpoTHazuaa coctaniser 70 %.

Pacnpeoenenue

Bunumsrit Vg cocraBiser 48 si/kr. Csi3bIBaHUE ¢ O€IKaMM IU1a3Mbl KPOBH (MIPEUMYIIECTBEHHO C
anpOymMuHaMu) cocTaBisier okojio 40—70 %. ['mapoxnopoTrasu/i HaKaIIuBaeTCs B SPUTPOITUTAX
B KOHIICHTPAITUH, TPUMEPHO B TPH Pa3a MPEBHIIIAIONICH TUIa3MEHHYIO.

buompancgopmayus u snumunayus

['uapoxa0poTHa3H SITUMUHUPYETCS MPAKTUYECKH B HEU3MEHEHHOM BHJe. T2 KOHEeUHOH (a3bl
cocraBisieT 6-15 gacos. [Ipu moBTOpHOM pUMeHeHHN (hapMaKOKHHETHKA THIPOXJIOPOTHA3UIA
He u3Mensiercs. [Ipu mpueme oMH pa3 B CyTKH HaKOTUICHHE THAPOXIOPOTHAZH/IA HE3HAUNTEITHHO.
Bonee 95 % abcopOupoBaBIeiics 1035l BBIBOAUTCS B HEU3MEHEHHOM BHJIE ITOYKAMHU.

BancapTran + riipoXJI0pOTHA3H]T

[Tpu ofHOBpEMEHHOM MPUMEHEHUH C BaJICApTaHOM CHCTEMHas OMOIOCTYITHOCTb THAPOXIOPOTHA3HIA

ymenbInaercs Ha 30 %, a 6M0J0CTYMHOCTh BaJicapTaHa CYIIECTBEHHO HE U3MEHSETCSI.
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OTMeueHHOE B3aMMOJICHCTBHE HE OKa3bIBaeT BIMSHHE Ha 3(P(HEKTHBHOCTH KOMOMHHUPOBAHHOTO
OpUMEHEHHs BajcapTaHa M TUAPOXJIOPOTHAa3Hga. B KOHTPOJIMPYEMBIX  KIMHHYECKUX
UCCIICIOBAaHMUSX OB BBISIBIICH OTUYCTIUBBIA aHTUTUIIEPTEH3UBHBIN 3(h(ekT naHHONH KOMOMHAIUHY,
KOTOPBIN IpeBbIIaN 3PGEKT KaKAO0TO U3 ICHCTBYIOMINX BELIECTB Ipernapara B OTACIbHOCTH HIIH
s dexT maneoo.

(DaDMaKOKI/IHeTI/IKa % 0COOBIX T'pyIIl IIalnnrcHTOB

Tlayuenmwi noscunoco 6ospacma (cmapwe 65 1em)

AUC BasnicapTaHa y HEKOTOPBIX MAIlMEHTOB IMOXHMJIOTO BO3pacTa OOJIbIIE, YEM Y JTOOPOBOJIBIIEB
MOJIOJI0T0 Bo3pacTa. J[aHHble N3MEHEHUs KIIMHUYECKOTO 3HAUEHHsI HE UMEIOT.
[IpenmonoxurenbHO, y TAIMEHTOB MOXKWIOTO BO3pacTa € HOPMaibHBIM ypoBHeM AJl u
apTepUaNTbHON THIIEPTEH3MEH CUCTEMHBIN KIIMPEHC THAPOXJIOPOTHA3NA HIDKE, YeM Y 3I0POBBIX
MOJIOJIBIX JOOPOBOJIBIIEB.

Tlayuenmoi ¢ napywenuem ¢hynkyuu novex

VY nanuentoB ¢ HapymeHneM pyakun nodek ¢ KK 30-70 mu/MuH KOppeKIuu 10361 pernapara
Banbcakop H/[ 160 ne TpebGyercs. Her naHHBIX 1O NMPUMEHEHUIO Ipenapara y MHalMEHTOB C
HapymeHueM QyHkuuu nouek Tsokenoi creneHu (KK menee 30 mu/MuH) My HalMEHTOB,
HaXOJALIMXCS Ha reMoananuse. BancapTan He BBIBOJUTCS € IOMOIIBIO T€MOIMAIN34, B OTINYNE
OT THIPOXJIOPOTHAZHIA.

[Tpu HaMMYMK MOYeuHOW HEMOCTATOUHOCTH Cmax 1 AUC ruapoxiiopoTnasuia yBEeIHIUBAIOTCS, a
CKOpPOCTh BBIBEJICHMsI CHUXKAETCS. Y NAalMEeHTOB C HapylleHHeM (QYHKIMHM MOYeK JIETKOW U
CpeIHEeN CTEeNeH! TXKECTU | %2 THAPOXIIOPOTHAZHIA YIITMHSETCS PAKTHUECKH B JIBa pasa.
THayuenmol ¢ napywenuem yHKkyuu nevenu

VY marnueHToB ¢ HapylnIeHHeM (YHKIIHH ITeYeHH Jierkor (5—6 6amtos mo mkane Yaina-ITsto0) nim
cpeaneit (7-9 6amtoB no mkane Yaina-Ilsto) crenenu Tsokectn AUC BasicapraHa B /1Ba pasa
6oJblIIe, 4eM Y 3/I0pOBBIX 100pOBOJIbLIEB. HEeT JaHHBIX 10 NPUMEHEHHUIO BaJicapTaHa y MallueHTOB
¢ HapylleHueM GyHKIUH MeYeHH TshKeon crenenu (6osee 9 6amioB no mkaie Yaitna-I1sio0).
3a0oneBaHns TEYCHW HE OKa3bIBAIOT CYIIECTBEHHOTO BIHMSHAA Ha (HapMaKOKHHETHKY
THJIPOXJIOPOTHA3UIA, TIOATOMY KOPPEKIIMHU €ro JI03bl B JAaHHOM Cllyyae He TpeOyeTcs.

VY manueHToB ¢ OOCTpYKIMEH *KemdeBhIBOAINX MyTeil nmpenapat Banscakop HJI 160 crnenyer

IMPUMCEHATE C OCTOPOKHOCTBIO.

6. ®PAPMAIIEBTHYECKHUE CBOHCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
[{emtrom03a MEKPOKPUCTAITHYCCKAS

Kpockapmenno3a Hatpust
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IMoBumou-K25

JlakTO3BI MOHOTHIpAT

Maruus creapat

Kpemuust 1MOKCH KOJITOWAHBIN

O00J104YKa IJIEHOYHAS

I'unpomennosa 2910

Tutana auokcun (E171)

Makporon-4000

Kpacurens xene3a okcuy kpacHsiil (E172)

Kpacurens xene3a okcua xentoiil (E172)

6.2. HecoBMecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs )

S Jer.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuThb npu Temmneparype He Boiie 25°C, B OpUTHHAIBHON yIIaKOBKE.
6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKH

ITpu opousBonctee Ha AO «KPKA, m.1.. HoBo mectoy, CiioBeHMst

I[To 7, 10, 14 wmm 15 tabnerok B Onucrepe (KOHTYpHOH SYEWKOBOM YIAaKOBKE) W3
kKoMOuHupoBanHoro marepuana [IBX/II3/TIBAX u antoMuHueBOl GOIbIH.

ITo 4, 8, 12 unu 14 6iucTepoB (KOHTYPHBIX STUEHKOBBIX YITAKOBOK) 110 7 Ta0JIETOK, HJIU 1O 3, 6 UiH
9 6nucTepoB (KOHTYPHBIX SIMEUKOBBIX YITakoBOK) 1o 10 TabneTok, uiu o 2, 4, 6 unu 7 61ucTepoB
(KOHTYpPHBIX STMEHKOBBIX YIAKOBOK) 0 14 Tabnerok, niu no 2, 4 uim 6 01uctepoB (KOHTYPHBIX
SYEUKOBBIX YMAaKOBOK) MO 15 Ta0neTok MOMEIAlT B MauyKy KapTOHHYIO BMECTE C JIMCTKOM-
BKJIQ/IBIILIEM.

[Tpu opoussonctee HAa OO0 «KPKA-PYCy, Poccus

I[Tlo 7, 10, 14 wmmu 15 Tabmerok B KOHTYPHOM SYEHKOBON ymakoBke (Omuctepe) wu3
koMOuHupoBanHoro marepuana [IBX/TI3/TIBAX u antoMuHueBON GOIBIH.

[To 4, 8, 12 unu 14 KOHTYPHBIX TYEUKOBBIX YITAKOBOK (OIMCTEPOB) MO 7 TaOIETOK, WK 10 3, 6 WK
9 KOHTYPHBIX SIYEHKOBBIX yIaKOBOK (6sucTepoB) o 10 Tabietok, umu no 2, 4, 6 nin 7 KOHTYpPHBIX
STYEHKOBBIX YIAKOBOK (OsucTepoB) 1o 14 TabmeTok, win 1mo 2, 4 uim 6 KOHTYPHBIX STYEHKOBBIX
ynakoBoK (OiucTepoB) mo 15 TabieTok MmoMeriarT B Mayky M3 KapTOHAa BMECTE C JIMCTKOM-
BKJIAJIBIIIIEM.

He Bce pa3mepsl ynmakoBOK MOTYT OBITh JOCTYIIHBI JUIsl pean3aliii.
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6.6. OcoOble Mepbl MNPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WM OTX0A0B, TOJYYEHHBIX TOCJe NPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMPeNnapara, v Apyrue MAaHUILYJISIIIHN ¢ IPenapaToM

Het ocoObix TpeOoBaHMil K YTUIH3AIIH.

7. JEPKATEJb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mectoy», lImapsenika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec 3. moutsl: info@krka.biz
7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTD66HTCHCﬁ HAaImpaBJIATH I10 aApPECy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611., r. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec 351. moutsl: kKrka-rus@krka.biz

Be6-caiit: www.krka.biz

Pecnyonuxa Benapyco

[IpencraButensctBO AkumoneprHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapychb
220114, r. Munck, yn. ®unumonoBa, 1. 2507, oduc 315
Temn.: 8 740 740 92 30

daxkc: 8§ 740 740 92 30

Anpec s1. noutsr: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybnuxa Kasaxcman

TOO «KPKA Ka3zaxcran»

050059, r. Anmatsr, ip. Anb-®apadwu, 1. 19, odpuc 207
Ten.: +7(727) 311 08 09

@akc: +7 (727) 311 08 12

Anpec 2. moutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz
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Pecnyonuxa Apmenus

[TpencraButensctBO «Kpka, a.1., HoBo MmecTo» B PecniyOnuke ApmeHus

0001, r. Epesan, yn. Han6aunss, a. 106/1 («CASAT-HOBA» BU3HEC-HEHTP), oduc 103
Ten.: +374 11 56 00 11

Anpec 2. moutsl: info.am@krka.biz

Beo6-caiiT; www.krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YJJOCTOBEPEHMSI
JITI-Ne(000989)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIMU (IOATBEPXKJIEHUA PETUCTPAIINN,
INEPEPETUCTPALIN)

[Hara nepoii peructpamuu: 7 urosst 2022 1.

10. JATA IEPECMOTPA TEKCTA
2 mag 2023 1.

OO0mass xapakTepuCcTHKa JieKapcTBeHHOTo mperapara Bamscakop HJ[ 160 nocrymHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro HSKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «MHTepHeT» https://eec.eaeunion.org.
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